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DETAILED ACTION 

1 . Amendment filed on October 12, 2005 has been entered. Claims 1-7, 20-27 are 
pending. Any rejection that is not addressed in this Office Action is considered obviated 
in view of the amendments. However, the new claims are subject to a new ground of 
rejection. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35. U.S. Code not included in this action can 
be found in a prior Office action. 

2. Claims 1-5, 20-25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Li, J et al CN 1079259 in view of Yamamoto (English Abstract, Eisei Kagaku 
(1990). 36(4), 332-7). 

Li et al teaches a nasal preparation for treating influenza or common comprising 
edible vinegar, (see abstract). 

Yamamoto teaches that vinegar liquid comprise pyroglutamic acid and a 
secondary organic acid such as succinic or acetic acid which fall within the scope of the 
instantly claimed mono, di or tri carboxylic acids. Applicant is informed that pKa value is 
an inherent property of pyroglutamic acid. Accordingly, pyroglutamic acid of edible 
vinegar would have possessed a pKa value within the ranges of the instantly claimed 
pyroglutamic acid. Yamamoto fails to teach the methods of administering vinegar 
solution for treating cold or flu. 

However, it would have been obvious to one of ordinary skill in the art at the time 
of invention to use edible vinegars nasally for treatment of cold or flu, because as taught 
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by Li et al, edible vinegars are used in nasal formulations that treat cx)ld or flu. Thus, the 
ordinary skill in the art would have had reasonable expectation of success in treating 
such condition with nasal formulations comprising edible vinegar solution. 

Further, more absent a showing of criticality, it would have been obvious to one 
of ordinary skill in the art at the time of invention to use a suitable carrier system 
including homogenous liquid or ointment formulation and optimize the viscosity of such 
compositions for nasal delivery, because the pharmacological properties of vinegar is 
independent of its delivery carrier. 

3. Claims 6-7, 26-27 are rejected under 35 U.S.C, 103(a) as being unpatentable 
over Li, J et al CN 1079259 in view of Yamamoto as applied to claims 1-5, 20-25, and 
further in view Szentmiklosi et al US Patent 5,244,880 

Their combined teachings fail to explicitly show the use of a mucoadhesive 
carbohydrate polymer. 

Szentimiklosi discloses that suitable carrier systems for topical compositions can 
comprise carbohydrate polymers such as carbopol or carbohydrate polymer (see col 5, 
lines 20-40). Szentimiklosi's topical compositions comprise pyroglutamic acid, an 
organic acid, a mucoadhesive polymers and even propellants for aerosol delivery of 
topical formulations (examples 2-9). Szentimiklosi teaches that his aqueous solutions 
can be prepared conventionally in the form of oleaginous formulations such as 
ointments, creams, foams or emulsions (col 3, lines 37-41; col 2, lines 29-65; example 
8). Further, Examiner takes the position that topical compositions encompass nasal 
composition, because they are all viewed in the art as topical methods of delivery. 
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Accordingly, absent a showing of unexpected result, it would have been obvious 
to one of ordinary skill in the art at the time of invention to employ a muchoadhesive 
polymer in aqueous solutions of Yamamoto, because as taught by Szentimiklosi. one of 
ordinary skill in the art would have had a reasonable expectation of success in 
preparing topical formulations that are specific for any intended site of delivery. 

Response to Arguments 

4. Applicant's arguments filed October 12, 2005 have been fully considered but they 
are not persuasive. 

5. Applicant argues that none of the references explicitly or implicitly teach 
administration of pyroglutamic acid-based compositions into the nasal passage for 
treating colds or flu. (see Remarks at page 9). In response, Examiner states that Li such 
line of argument is not commensurate with the scope of the claims. 

The instant methods are directed to methods of treating cold with a composition 
comprising pyroglutamic acid. Li clearly teaches methods of treating cold with a 
composition that contains vinegar solution. Yamamoto teaches that vinegar contains 
pyroglutamic acid. Therefore, Li's composition contains pyroglutamic acid and is used to 
treat flu or cold. Employing a suitable carrier system such as aerosolized spray is a 
matter of design choice and an obvious modification of a property that is already known 
in the art. 

6. Applicant further argues that there is no motivations in the art to use the 
mucoadhesive polymers described in Szentmiklosi and combine them with the vinegar. 
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because Szentmiklosi's formulations contain Isopropanol which can not be used in 
nasal preparations, (see Remarks at page 9-10). 

In reply, Examiner states that applicant's arguments are not commensurate with 
the scope of the claims because the instant claims do not exclude the use of 
isopropanol. Further, Szentmiklosi is used to show that pyroglutamic acid and 
mucoadhesive polymers are compatible in topical formulations. Szentmiklosi describes 
forming a topical composition that comprises pyroglutamic acid and a mucoadhesive 
polymer. Thus, Szentmiklosi suggests that mucoadhesives and pyroglutamic acids are 
compatible in aqueous topical formulations. Accordingly, it would have been obvious to 
one of ordinary skill in the art at the time of Invention to use such teachings in the art 
and prepare a solution of vinegar that contains pyroglutamic acid, as suggested by Li 
and Yomamato and then further add a mucoadhesive polymers to optimize its viscosity, 
because as suggested by Szentmiklosi, muchoadhesive polymers are compatible with 
pyroglutamic acid for topical uses. 

Conclusion 

7. No claims are allowed. Applicant's amendment necessitated the new ground(s) 
of rejection presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shahnam Sharareh whose telephone number is 571- 
272-0630. The examiner can normally be reached on 8:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, PhD can be reached on 571-272-0629. The 
fax phone number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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